Branch No. 1 of Blophyslcs Institute

Assurance of Compliance with Department of Energy Regulations for Protection of
Hurman Research Subjects

Branch No. 1 of Bicphysics institute (F1EB-1), hereinafter known as the institution”, hereby
ghves assurance that it mwﬂtmnnummrvwﬂmltn=la:pauhxuﬂw of BEnergy (DOE) regulations for
the protection of human research sub (10 CFR 745) and the Russian Federation Law
on Public Health Protection Juby, ;,".g:! : 1, E)!:,i.,!. (Law RF - 93 as specified below.

PART 1

Ethical  Principies  and  Institutional  Policies Governing Research  Invobving  Human
Subjects

I Applicability

E>ww;ﬂ for wz,u:w¢huﬁwenwwawum”mMMVPWIundmwlima[mﬁmiregﬂwaﬁcwm:ﬂclﬁnﬁﬁr7d£iawmﬂtfﬂm

RE-93, Part 1 of this Assurance applies to all research irnvoiMng hurman subjects and all

th"ﬂmwmu%:mMMh\WWM\NIpm1IWAMM‘WMTIMNW@HWLr@%mﬂ%mﬁ*m:mwwﬂwwih@
esearch is otherwise subject to federal regulation, it

A the researchis sponsored by this institution, or

3. the research is conducted by or under the direction of any ermployee or aget of this
Y Y y C
institution in connection with  institutional responsibilities, or

C the research is conducted by or under the direction of any emplovee o agent of
this institution using any property or facility of this institution, or

) the research invoives the use of this institution's nonpubtic information to identify or
contact human research subjects or prospective subjects,

1. Ethical Principles

This institution is guided by the ethical principles regarding all research invohng human as
Eﬂ&%‘%ﬁﬁw&«nuﬁfTFW“1MWth(’Wﬂrwwf(ﬂ H: hfﬁmxns?txuvw:u&& on for the Protection of Human
| thicalPrinciplesand Guidelines
ﬂthaFMquummﬁbtmmmnﬂﬁmﬂhnulhwwumUuﬂhu“Hdwmm&Nmqu)awdlmwvﬁﬂm;&
and as specified below.




~ gy

A s mstitution  recogni the principies of respect for persons, heneficence
(inctuding minimization of harms and maximization of benefits), and jushice as stated in the
Felmont Report and Law RF-93 and will apply these principies in all research covered by
this Assurance

B

arh

s and ac g
arch subjects

its responsihitities for protecting the rights

cﬁ numan ress

i Policies

A This inst bHMUHa»u(hmethky»ﬂilhﬂ|ﬂ«HmdltmIHVvquyﬂ1ﬂhln<dw1lm re wisihility for
the performance of all rese; < full wsihility for
complyving  with Federal, ﬁLmuh :MW! hmﬂ ?ﬂWb ﬁg¢Wﬁ¢ﬁwwfumﬂw?owﬂwh
resaearch

23 This institution assures that before human subjects are iwobved in research, proper
uumr”wsﬂawer! be given o

(1) the s to the »

(2) the [ ﬁulxaumuﬁnh,|=. the subjects and others,

(3) the rwuwtmum~<ﬂ the knowledge that may reasonably be expected to
resylt,

(4)the informed consent process (o he employed
Sythe provisions to protect the privacy of subjects, and

{6)the additional safeguard for vulherable populations

. This instifution recognizes the need for appropriate additiomal safeguards in research
imohving subjects who are likely to be winerable to coercion or under influence, such as
children, prisoners, pregnant women, mentally disabled persons, o economically or
educationally disadvantaged persons

£ This institution encourages and promotes constructive conrmunication among the
wmeammwmm cmmmmms research administrators, *kwuminmuutﬁuwajs,i%mmwaﬁﬂmiWW%ﬁﬁmTMxmﬁa
cliniecal care staff. human subjects, and all other X g means of mairtaining a
higgh CﬂéMMNMW%E!%& ding the sa quﬁ”gpwfﬂwa{mmm;ﬂmﬁwmﬂhmmqﬂ fves
sublects

E This institution will exercise appropriate administrative overdew carried ot af least
annually to assure that its practices and procedures designed for the protection of the
richts and welfare of human subjects are being effectively applied

PART 2

IRE, Institution, and Investigator Compliance with 10 CFR 45 and Law RF - 93



I Applicability
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Part 2 of this Assurance applies
sponsored by this institution and supported by the

following research projects
memwwmmﬂtm

simetry and Risk Assessment for Pltoniun Incuced Lung
simetric Approach

FWFﬂ t Title MTTmemmiljw
Disease Using a Microdc
ﬁﬁhlﬁwwuXNuL BEHOL032

Principal Investigator: Sergey A ROME
Raymond A Guilmelte, Lovelace Biomedics

=

nov, Branch No. 1 of Biophysics  Institute,
o areh Institttion

4 will continue to comply with the requirermerts of 10
specified below.

Hn‘u41nnﬂancm-vwlh1lw-(rn quxﬂiun1ﬂ uanruuﬂlun>nmqnutwnvm 3, the Institubicral
i ] g ‘4wxnﬂnﬁ1v|ihw
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This institution has provided and will oc
and  sufficient  staff  to support

tinue to provde hothineeting
s (RE's  review and

chatic

b In addition to the revew ang
sponsors the projects referer

tapproval of the IRE, this institition has revewerd and
abave

B Review

A The IRB shall review, and have the authority to E!i!"'IF"“"’V’E:’ recuire modificatic
disapnrove this research activity or proposed changes in it bet T@l%MTﬂﬂ!mﬂﬂﬁcm5H%n;U@
involved

£ Theconvened IR Beviewedand approved the above project

C The IREB determined, in accordance with the criteria found at 10 CFR 745 and Law
Ri-87 that protections for human research subjects are adeguate

H

WH%@%ﬂwwmeWﬂyhﬂmewvdfwhWﬂmwmaawmﬁwmmﬁtWaaMmew&%wmwmm
zarch in accordance with 1 )4JFm:aﬂ‘nmlmeFW%WWﬂWWHYrWMW“WT%mwwwNM110
R 745 and Law RF-932, and this Assuranc st or the IRB's requiremerts, and

@ o
(23 for glimination of unexpected serious harm to mxduuwﬁs
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i The IREB has determimne iropy of docugrent
et e attached o

method which me

U —

legally effective informed consont
Fﬂq\wM?W‘ﬁ tained iy manner and
s the requirements of 10 CHR 740 and Taw REF- U3

~i u.(*g rthenwice 2’_.“3{

i Certification of IRE approval, at least annually, shall bae submitted to the DOE Office
that issued the award as a condtions for recetved of funds for o nonecormpeting

k54 LA
continuation andor  additional involvernent of  human subjects

3 Cortinuing revews by the IRB shall be conducted af intervals appropriate to the
» of risk, *Nﬂi@+ﬂ;HhFVWWNWA[F” year  The IRB may he called into an mtenim revey

icn by the Chairperson at the request of any 1RB mermber or Instituticnal Cfficial 1o
consider any matter concermed with the rghts and weifare of any subjects

H The IRR shall prepare and maintain adequate docuonentation of s actbies v
accordance with 10 CFR 745 and law RE - 43

!
froamy
ANy s
the TRE,

{(Tyany suspension or termination of 1RB approval,
{

t promptly to institubional officials and the Office for Frotection

IoUs oF wmﬂHHMhuFKMWVNHUhMWfﬂlwfﬂwwmhqﬁhuw\MHM[h“iprMwWHwH“xﬁf

3) ary unanticing proftems o Inures  inwhang Asks s oF
Gthers and
(A any  char N this  rosearcihh acteaty which are FEEAOET T

approvad by the 1REB

N Vihere appropriate, the TRE will determine that adequate addtion:a pﬁihﬂJmﬁﬂ% are
ensured for fetuse ant women, priscoers, and chilchen as renuirad under ©
B G and oof 45 CFR 46

, r)‘ ‘\—l

. WTme“WTBVMN(%ﬂWTﬂVWiM\“mmwwtheiﬁmmuW@mnenhatﬂ il applicabie Federal polic
Y b :

(e wmmmqt e concerning  notification of sero-positively, counseling,  and

conficler of subjects

S AT

IV Research investigator Reporting Responsibilities

A Investigators acknowledge and accept their responsibility for proter ghts
awmﬁmmaWana{m:hunwmnu&ﬁwwnﬁﬂnaaﬁquhagmujtnunnonWW\Mqumﬂfzam:' n':@dﬂmgyujmﬁmamp<j
this Assurance and 10 CFR 745 and Law RF - 23

2 Research investigators %harlquJN'rwwwnpﬂv'hwlrmwIFW“|mwwmoﬁmwir¢wnmymain this
rescarch activty and the changes shall not be initiated L RE review andd approwvai
cxeept  where  nocessary o tﬁMTmmwhﬁ ewmmmnmﬂu mmedinte hazards o
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SPACE BELOW FOR DOE

All parts of this Assurance are in compliance with the recuirements of Part 745, Title 10
GFR of the Code of Federal Regulations.

DOk Approving Official

- P 7
1, o Bt G
Signature dSIAMA~L (D2l Date: ‘” 0| 40
N Susan L. Rose, U.S. Department of Energy
fﬁﬁdﬂm@ﬁ: SC-72/Room G-143, 19901 Germantown Road, Germantown, MD 20874-1290
Telephane:  (301) 903-4731
FAX. (301) 903-8521
ABBURANCE NUMBERS- _ pr.seoGL
e / . e
Signature P Z Date: l“[/“";’””
Name: Eleanor Melamed, U.S. Department of Energy
Address: EH-64/270CC, 19901 Germantown Road, Germantown, MD 20874-1290

Telephone:  (301) 903-8044
FAX: (301) 903-1413



